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Maxacalcitol Intravenous for Dialysis "NIPRO"
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3. #ERk - K
3.1 #HRK
CEFFANLY =N FH ALY b= |FHF ALY b=
Wises | MHEEN M 2.5 u g VEHEBH A SugfiEEM M 10 u g
[=7wu] [=7w] [=7w]
1% (ImL) 1% (ImL) 1% (ImL)
A |RFF ANV b=V FF ALY b —|FF ALY b=
25ug V5ug 10ug
ARy ) — 2uL
= BTG VRV AFIIFLUVIVESY (20 EO) 01mg
A

U YRS N 7 LKA, K Y ERTKFEF P U T AL
Bt b o AL K

3.2 SEFIDMHAR

RIEFANVT =N FH AN P —|FHF ANV =L
LB 2.5 u g VEHEBM A S gL EM A 10u g
[=7u] [=7u] [=7u]

Wi5E4

MEBEHOWCTH | ROEEPORTH|KABEHOWTD

Ik - # | 2° QS %o (ESHH) %o (GEAHHD)

(BEOHFIAT V| (BEOFSAT| (BBEOHTIAT ¥
TI) T TW)
pH 86~9.0 86~9.0 86~9.0
BB
(R A 1 #1 #1
1255 1t)

4. ShEE - MR
HEFRBEAT T O 2R MR IR BRI RETTEEAE

6. it - AE
HEHL. A, B TEICSFS AV b= E LT, 1
[0 25~10 u g %3 3 [, EHT IR EFREANCEA (FHE) 350
B, MEREFIREAVE Y (PTH) OWEHEMEIHES LW
WA BN YT AMYEDORBFEICERLARDS, 1 20ug
% ERRICHEEICHE T 2,

7. 0% - BEICEET S EE

7.1 WENZIE A >~ 7 7 FEIFIRB A VE >~ (intact-PTH) 2%
500pg/mL kil [& %\ I LT & & EEE R s v~ (HS-
PTH) #%40,000pg/mL #Kii§] <Tid. KA Z 10 5ug. IMiE
intact-PTH 2% 500pg/mL L. E (@ %\ ix HS-PTH 7* 40,000pg/
mL UL) Tk, 1H10ug 2S5BS %,

7.2 Ifi# intact-PTH 2% 150pg/mL P FIZACTF L7235 & 13 AR K 0
Hamikd s, (82, 85 %]

8 BEELEANEE

8.1 RANIMERDBEINGEUR Y # 3~ D AN & W R+ 0128
LI VIERNI A L CRMAEHERIC 4 I Y DA S D #2 T
Behdanz b, oo RANC K D, MRS hEAICE &

(€Y)

.2 AFOERGEIZOWTIE, Mg PTH LV, MiiEA Vo7 A

B OERE Y UEICER L2235, Wi - KEZEET L2 Lo
[72, 8385, 9.1.1, 102, 1111 ]

.3 RANIIMGE A vy A LRER AT 20T, AFBS .

ANy Mz EMY (Dl E b 21 RE) i@l I
WAV AMEH 115mg/dL (5.75mEq/L) 2Bz w5 HY
BERMML, BAZEAICEHRE2hIE (k%) $§52 8,
F72, BEELTES VY Y 2 liA 11.0mg/dL B2 72 & &
Wik, E5ICESHEEZRmCL GRS TP, #Ed S Vi
k2328, EOFBIZOWTIE, MiFEA V2T LA
11.0mg/dL (55mEq/L) KilCHEE L2 & 2 MR L 725123
BRERUTT) ZENLT L,
K7 V73 Ve (7 IV7 I Y &284.0g/dL Kiii) DB
EHMIEEEZBEICHVWAZ EEFE L, [8.2, 9.1.1. 10.2.
11.1.1 =]
HIEH IV 2EE R

LA VT Al (mg/dL)

=MMiE A N 7 Ml (mg/dL) -E7 V7 3 Ul (g/dL)+4.0

L4 BB AAII BT 2 ZRTERIHURIREBE TR I B W Tid, L

BLIEBEOR) YIIVEZE L, INPWERTOOEDERS
ZENHHOT, EPICIMEHERE) Y EExMEL, Z03 2 b
T—V %479 2 &, [82BMH]

5 AHI ORI GICE D MEA NV 7 MMED EABENIEL 25

ZEDPRDLN TS, i, AHOFRIZ XY Ml PTH ©
T THREPEFRILLR T 252 8I0E2EE2 6N
%o [72. 82, 911, 102, 11.1.1 ]

L.BENHRERTIERELCHT IERE
.1 AHHE - BIMEEFOHHEE
L BANS D AMEDEE

AFOFGICE Y EHICMFEHI NI T L% PR ESELBENDD
%, [82, 83, 85, 102, 11.1.1 ]

.2 BRAERERE
2.1 BIREE

AAOBGIHE L TR OB NRAESFOBIEZ 0T ) 2L L
REDEHNBHRENE DL, o, BIRIIIARIMEER K
bk e 12X B OREENOREPRE W R ERH, LEN
REEREI LT v, [151 ]

.5 §ER

TR SRR L C W B W R O & 5 i, B oA RS
falrttz Em2 EHB SN EIC0OHEE5T 5 &, [16.32
Z ]
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9.6 R7LIF

R OB MR OBAKREOAREZEZE L. FALOMEIZ
k2T 5 2 & RN R ORI ORI S 3K (5 v
) T, 11 pg/kg/ 35 CHA RICARTER MBI 2SA S 7z,
F/o. HBRBEHILFOT v MIFIRNIRS- L2 2 &, Fild~o
BATZRIET 2MEDH 5, (1652 K]

9.7 /NE

INBE R R E LR RBIZER L T,

9.8 SihE

9.8.1 IRICEETAZ L, —HMRICERKEMET LTS,

9.8.2 A% 65 kLl Lommg oy Lz &, BIEAZBIC X
PG Hkx. 96 Bt 12 61 (125%) TH Y. 64 U T DA

15.2 FEEGAREXBRICE D < 154

MABEIZDOWT, F v b (F344/DuCrj) (238 1[0 24 4 7 B
WRNER G L7250, RIS BWC F344 9 v MCIFT 5 Bitko
B aMTE OB L 720 T v M TIRIMEA VY 7 Al
O LRI TREDPBNMT 2 EEZ BN TWS, 7 A TILHE
110 18 & A% G- THEBAMEIIRD S h o 720

16. ZEHIENHE
16.1 MEE
16.1.1 BEEZS
TERERL N T4 6 P BT 2 HEFRIR NI 5B K Bh g < 5
A =& FRT D,

D1 881 FilH 83 B (94%) TH - 720 NTA=S 33ug 66ug
AUCis (pg - h/mL) 354+ 135 795+ 192
10. #HE1FH tr/z (min) 1081459 1387+399
10.2 HAEE (BHRICEET D) CL (mL/h/kg) 237+70 17450
SEHI 4 % R RER - H 1 W - fabriK 1 Vs (mL/kg) 259 + 48 362+32
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1. B¥EA
ROBWERDBH 5b b Z LHHHDOT, B2 +aI1cfv, B
WHBRDOOLNIGE IR EG 2 hIET 5 5 C@EY 2 NEZTH 2
Lo

1.1 EXZEMEA

111 b AME (22.2%)
RENZAZIMFE AV > 7 5 EFASERHERD S5 DT,
LMAEIE & B & &% 2 LN B HHRIER (F 9 FERK.
%E) OMBUIEET A, [82, 83, 85, 911,

1.2 ZDOtDEER

I=% AV
WSV 5K
102 2]

[ E AN 0.1%LL F 0.1% i
B Z N BB BEEAE
RAAIESR (W HWSIK AIRE. B | AR, BUE, EEK
LR H - BEEHAPUR,. AR
JHF-fisk AST k& ALT k5
CK L& iy w8, | #8481 i rp bR R 5
R#EYE P IFrovy R/, LDHbh7 VI =y A LR
k&, AP EH
-0 2 R X A
L - MR |[RIE
i ﬁﬂu'i*ﬁ‘ﬁﬂ-%'%?ﬁ" (W ¥ 35k, | F I BkR A
TFmEER )
Zoft BT, BRI

iE) BB EHERE T &

14. BRAEDEE
14.1 EFRRUBOEE
&) & DRIEAITD LRV &,

15. ZDDEE

15.1 BRERER ICE D < 1B

KA DKL F CORHKRRBICB W CRE SN ERE
977 Bivh, 3461 (35%). 38 HHICLEMBERASRD SN, 20
FEBOREEMK 15 . 1 AV Block, T #E¥% D% 6 1),
D EAGE, DEMBIOS 31 TH -7 [921 BR]

2

(BERREA)
HEHERANBTF5HIC~F ANV b=V LT33ug®x1H1
B, FEH 4 8 KERRES LA, PElE 4 B A#HS
W C I PP IR B X RIRR SRS L 72 D,

W) KRB, M3 E, EAEEEREICEA () T

5o

(CRMER IR BRI RETTEAE BB

MEFRENT T O UM R HCRIR B B JCAERE % £F 9 B 11 #1112, 26
AR D720 BT S LA 1 ¥ 5 10~17.5 u g O FiPH C© R
L7z 2 A, MENCHARERES KT AUC O T MBI, t/e
DA A SNTzo F oy R AR RIGEIE L 7
otz d,
16.3 9%
16.3.1 EEEAE

b MIAEEANOREAHIT 983% L ETH - 723 (in vitro)o
16.3.2 BRIRFBEITH

RS v b~ BH] ~F vy b—2&5 Lz R
KeHh O S RE IR EE (X B o IR IR BRI e L TR L TR
Ke2r & DM ST FBW KK L R HE R TH o729, [95°
]
16.5 HEit
16.5. 1 FReEPHEM

R AT T 6 BIIC 6.6 1 g & HIEEIRNIZ G L 72K, BRI REE
EERERARBTH 572D,
16.5.2 FLi+B1TH

SMEIERL O S v v~ BH] <FH A VY b=V a5 Lk
&, FLiP T EEDTRD S 9, [9.6 BHH]
16.7 EWHEEER

WG PR L PR BE T O B AR A BEAEHRER (n vitro) 2BV T,
REFAHNVY PNV EHADEN, HEHVISHET2EDED
BT, Bwice MHEEAKAGRISEEL 5 2 b o729,

v MFIZ v =2z HOEYABHERR (n vitro) 1B
WT, *FH IV P —=NiZ1lumol/LIZBWVWTYH P450

(CYP1A2, 2A6, 2C9, 2C19, 2D6, 2E1, 3A4) |2 X % #WA B
ISR L CHEREHEZ RS o720,

17. R PRAE
17.1 BHERVRLMICET 2R
17.1.1 ERNE 1 EEER
ZURVERIHC IR AR RE TTAESE % 11 O 18R S RRE AT B E 203
(F9E€R290, ~FH I Ny b—=IV5ug/M58 Bl 10 u g/l
58 B, 15 u g/ 58 ) %A & L Bls TH - EHEMILEK
REx (IR, FFHINVT b—=5 10 R 15ug/M%H3

o

L

Sie
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[l 7 1] R & 0 $%5) 12B WL intact-PTH O T K& O
PTH S EZ L & T SRR, A HECHE % H a1
WRO LN, 72, 10w g/lH® intact-PTH Iz RIE 50 g/
FED)BENI5ug/MEFETH72H, FZOMBEHINV T L
FHAEHIE bug/ME DAL Sug/MEFEPL TN,

5 u g/ W DR EVEEHEixT G5 57 Bk 14 #1 (24.6%) (ZRIVEH AR
OoNz, EREWEHE. BV AdE 8B (14.0%). F 9
LKA (70%) STHo727,

10 u g/ Bl D2 &Gl x4 51 55 Bl 32 61 (58.2%) (ZEITEH 2
Ao bz, EREMEME. Eh VT AE 30 B (545%) .
ZFH)ENKAB (73%) HTHo727,

H) AR OMEGEIE, FFAVY PV ELT, 155

REHHI L b—IVEEEERA [=7°01 3)

18.3 B9 51EA

BRI v MIBWTHER SN2 PR HURAS R T %
S BREICHT 2R ERFL2LZA, XAV Y b=
AR 2T S22, 72, 4 XBAREEFIVIHED
BAZAIRZEITR LT I U 72 i R AR & 3 L 7z 22,

19. R ICRE T 2 B{LFMR

—fREER XAV b=
(Maxacalcitol) (JAN)
b4 : (62, 7E)(1S 3R 205 )-20-(3-Hydroxy-3-methylbutyloxy)-
9,10-secopregna-5,7,10(19)-triene-1,3-diol
53 F3 ¢ CosHazO4
5T 41861

R ARoFKREORKTH 5,
A )= VIBDTHETRT L, T4 /= (995) I
TR, TR RS PIMIZRRETFRT L, KITIFEA
EEIT v,

1L REE

HVE10ug Thb,

17.1.2 ERNEIBEER
BB EERFENEE 4B (TR 1260., =FH ALY
F—=V5ug/BI5B), 10ug/Ial 17 B) X% E LEIAH - E
EWRILERER (F58R, <FH ALY b= 5 kRO 10ug/lbl
%38 3 AT IR & D 5 2B, PTH 8%k, 2
M, FHETIFS ALY P — V5B T T KGR
W UARICEN, BT S h 72 U MR H R AE T e G 2 2R
WERD BTz 8,
5 u g/l D% AEVEEx 2B 5 B CIREIERIERD SN ko
728,
10 u g/ M O ZE A EEFHMR R B0 17 Firk 8 B (47.19%) (CEIEH ARE
5T EREWEHIL. ALY MIET B (31.8%) 4T
o729

17.1. 3 EN—hEER R ER
ZORERHUIRBR B RETCHEE % o O BB A SMERENT B E 161 )
B e Liz<FHH 0y b —)b 26 BRSO E#KS HERIC
BWT, MEANT T A EFIBEBELEEOFTFANVY P—
#5552 L. PTH ORI R FHLT 2 2 L AR S
7z 9
LAV A 560 160 HlH 87 B (54.4%) WCREIMER2SAD b1
720 EREIWERNZ. WAV Yy AME 77 B (481%). CPK L&
1361 (81%) €9 XHKIBI (56%) FTdh-7z10,

20. BRIRW EDEE
AR IEE L TIRIET A 2 ko

22. A%
(RFEYAIY b—IVEEEBHA 2. 5ue T=Z7°0D
104 [1mL x10]
(REY AN b=IVEEEBERMA S5ue I=7°0D
104 [1mL x10]
(RFEVAI> b—IVEEEBHA 0ueg =700

17.3 Z0fth 104 [1mL x 10]
17.3.1 BRBANORE 23. F T3k
T RIEBLEAER T OB RIS X 2 BRI ERTIIC B VT, AU D) fREFRIED EERT. 1999 15 (8) : 1193-1217
SR (RS RAEAIRO WD LOF MR DI 2 ) =y i e 0 812 3500 5 RN (o %0 —
IE) AURENZZ 12, F72, wFFHNY b MFGITED, IVIE: 2000/7/3 KR, WEERHEE ~. 3. (1) 3) )
ACHI & SO FHGH =5 = DEFEATRI BT, 3) RS (¢ MUEEEREH, in vio) (FEda—i
17.3.2 MR intact-PTH & HS-PTH D4HA i 2000/7/3 Kb, HBVERIEE ~. 2. () 6) )
M intact-PTH & If{EH HS-PTH 238 WA Z R 2 & A% 4) SEEBIRERER Bz, JBEBAH) (40— 2000/7/3
HENTBY, T2 F AV Y b= VOBKRRBEE»S b K, HESEEE ~ 2 () 5))
NS DIREDM AR 2 & AR X 7z 13 149, 5) EMBRERER (FLITRATME) OF 4% 0 — Vil 2000/7/3 K3,
18. FENFEHE HESYOREEE ~. 2. (4) 6) )
18.1 AR 6) BB (RBEEHME. o vitro) (FFHo— )i
EHS o b1 BOEAET v b 16 1ZBGCT. < EFH LY 2000/7/3 7Kl WIRHRORHBESE ~. 2. 3) 9) )
F — VI EI BRI pre-proPTH mRNA OZHAHIH L7, F 72, 7) B DA EEMILEERE OF 390 —)Lid: 2000/7/3 7K.

HREREE .4 Q)

8) SBIMAM HEMRILBES (F F 91— )ik 2000/7/3 K32, H
AEEAEE b4 @)

9) HIIFIEH B &N 2000; 48 (6) : 875-897

< FFAINVY b= VI EFMBAMEIER L T AT A VY
VBIRT ORI EARME L 721 (in vitro).

18.2 PTH 9 1S3 2 /ER
SEFHIVY b=V, IEE Y B TURIEHIL K OB P A4S

B3 = VP L SR R e T S o 2 i ) R R B A L L 10) —#ERREE: (F F9 o — v 2000/7/3 KR, HESEFREE

PTH 2 O 275 L7245 (in vitro). ZORBEEH VY WY o4 6))

F— L FRETH -7 19, 11) Tsukamoto, Y, et al. : Am. ] Kidney Dis. 2000; 35 (3) : 458-
464

BAEEFVEM (5/6 S v b 19, BEIRMEIEA X 29) 128
WTC, ¥F ANV b= VidMEA VYT AR LRSS RV
T PTH 5B ER % 7R L7z,

12) JESIE A B &EM. 1999; 47 (4) @ 559-572
13) R EZ 132 ENTREE 1993; 26 (10) @ 1585-1591
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14)
15)
16)
17)

18)
19)

20)

21)
22)

1% intact-PTH & HS-PTH OB (F %41 —Lid: 2000/
7/3 K, WEEEREE . 5.(1) 2))

Brown, A]J, et al. : J Clin Invest. 1989; 84 (3) : 728-732
Ichikawa, F, et al. : Nephrology. 1998; 4 (5-6) : 391-395
PR (B M5 26/, in vitro) OF %%
O —)UE: 2000/7/3 KGR HEEEEE . 2. (7))

Sato, K, et al. : Nephrology. 1998; 4 (3) : 177-182
MR (BA4ES Y MIBY 5 PTHETEM) (K%
P a—ViE: 2000/7/3 AKFE. HEEERMEE K. L @2 1))
WHIEH RS (BAEA XICBT A PTHRTIEH) (%4
T — Vi 2000/7/3 Kk, HEEERHEE K. 1. (©2) 3) )

Hirata, M, et al. : Kidney Int. 1999; 56 (6) : 2040-2047

Monier-Faugere, M-C, et al. : Kidney Int. 1999; 55 (3) : 821-

832
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26. BLERFTEEE
26.1 BEMRSETT
VF X7 7 —<HA At
KBFERET =2 THSHF 1 5
*26. 2 BR5E
= 7okt
KRR R T B T 3 3% 26 %5

MAX 5
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